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DETAILED ACTION 

This action is in response to Applicant's amendment received on 19 December 2007. 
Specification 

1. The amendment filed 18 June 2007 is objected to under 35 U.S.C. 132(a) 
because it introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no 
amendment shall introduce new matter into the disclosure of the invention. The added 
material which is not supported by the original disclosure is as follows: In one 
embodiment, the bone growth promoting material includes a liquid fusion promoting 
material and a solid fusion promoting material other than bone provided in at least one 
portion of the hollow interior to promote growth from adjacent vertebral body to adjacent 
vertebral body through the implant (refer to amended abstract). Applicant is required to 
cancel the new matter in the reply to this Office Action. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 54-65, 67-78, and 104-106 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. Applicant failed to 
disclose a liquid fusion promoting material and a solid fusion promoting material at the 
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time the application was filed (see claims 54, 67, and 104-106). Applicant simply 
disclosed bone fusion promoting material, such as hydroxyapatite, tricalcium phosphate, 
and bone morphogenetic protein. Therefore, claims 54-65, 67-78, and 104-106 contain 
new matter. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. Claims 54-65, 67-90, and 92-108 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ray et al. (5,026,373). 

Ray discloses a spinal fusion implant comprising upper and lower surfaces 
having openings there through, a hollow interior for holding bone graft or bone growth 
promoting material, an insert end and a trailing end having a rear wall (fig. 1 and 5) and 
the implant being made from the material as claimed. Ray also discloses the hollow 
interior having an interior surface with a total surface area about 75% (inherently) and 
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25% of area perforated (cols. 9-10). Although Ray does not disclose bone growth 
promoting material being bone morphogenetic protein, hydroxyapatite, hydroxyapatite 
tricalcium phosphate, or a combination thereof (wherein these materials are inherently 
bioactive and/or bioresorbable materials), the bone growth promoting materials as 
claimed are well known in the art. Therefore, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to employ the bone growth 
promoting materials as claimed in Ray's implant in order to promote new bone growth, 
since it has been held to be within the general skill of a worker in the art to select a 
known material on the basis of its suitability for the intended use as a matter of design 
choice. 

Regarding the bone growth promoting material, it also would have been obvious 
matter of design choice to employ more than one bone growth promoting material in the 
Ray implant, since applicant has not disclosed that having two different growth 
promoting materials would solve a stated problem or is used for any particular purpose, 
and it appears that the implant would perform equally well with one or more promoting 
materials. 

Regarding coating a bone implant, coating a bone implant with the bone growth 
promoting material is also well known in the art. Therefore, it would have been obvious 
to one having ordinary skill in the art at the time the invention was made to coat the Ray 
implant with bone growth promoting material in order to provide a better surface for new 
bone to growth into the implant and forming bone fusion. 
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Response to Arguments 

6. Applicant's arguments filed 19 December 2007 have been fully considered but 
they are not persuasive. Applicant argues primarily that at the time the application was 
filed, liquid fusion promoting materials and solid fusion promoting materials were 
disclosed, and it would not have been obvious to one having ordinary skill in the art at 
the time the invention was made to modify Ray's device as claimed. Examiner 
respectfully disagrees. 

Applicant argues that, as used in bone fusion, the solid states of hydroxyapatite 
and hydroxyapatite tricalcium phosphate, and the liquid state of BMP are inherent 
properties of these materials, therefore, liquid fusion promoting materials and a solid 
fusion promoting materials were disclosed. However, the terms "liquid" and "solid" cover 
other materials in addition to those disclosed by the applicant. Although the materials 
disclosed by the applicant may inherently contain these properties, the applicant did not 
disclose all liquid and solid fusion promoting materials. Applicant simply disclosed 
hydroxyapatite, hydroxyapatite tricalcium phosphate, BMP, or a combination thereof. 
Therefore, the objection and rejection stands. 

Applicant further argues that as of the priority date of the present application it 
would not have been obvious to one of ordinary skill in the art to use liquid and solid 
fusion promoting materials as recited in independent claims 54 and 79. As stated in the 
previous office action, coating bone implants with bone growth promoting materials is 
well known in the art. Furthermore, materials such as BMP, hydroxyapatite, and 
hydroxyapatite tricalcium phosphate are well known in the art. For example, prior art 
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Rueger et al. (5,344,654) teach coating a prosthesis or implant with materials such as 
hydroxyapatite and hydroxyapatite tricalcium phosphate for enhancing bone growth and 
fixation (for example, see column 1 1 , lines 2-10). Prior art Pillar et al. (5,344,457) 
teaches coating implants with materials such as BMP and hydroxyapatite to enhance 
bone growth (for example, see column 8, lines 10-24). Since the prior art provides 
evidence that implants combined with liquid or solid materials, or bioactive or 
bioresorbable materials, are well known in the art, it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to employ the bone 
growth promoting materials as claimed in Ray's implant in order to promote bone growth 
and enhance fixation. Furthermore, it would have been an obvious matter of design 
choice to employ more than one bone growth promoting material in the Ray implant, 
since applicant has not disclosed that having two different growth promoting materials 
would solve a stated problem or is used for any particular purpose and it appears that 
the implant would perform equally well with one growth promoting material. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
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extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Melanie Tyson whose telephone number is (571)272- 
9062. The examiner can normally be reached on Monday through Thursday 8:30-7 
(max flex). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Melanie Tyson /M. 1.1 
Examiner, Art Unit 3773 
February 29, 2008 
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